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PART 3

The remaining portion of this user manual is best used in conjunction
with the installed “DRUG REGISTRATION AND INFORMATION SYSTEM”.

Before one can use any of the installed systems, ensure that your
computer has been booted up. Otherwise, perform the following steps:

1.  Turn on your computer.

At this time, your computer must be connected physically to a power outlet.
Depending on how your system was installed, you may be asked to enter a
network password or a windows desktop password.

2. At the Windows95™ or 98 Windows98™ desktop windows, you will find
three (3) icons. These are the three subsystems in the computerized drug
registration and information system.

3. Click the icon for the system you want to use.

LICENSING OF ESTABLISHMENTS SUBSYSTEM

Double clicking the Licensing of Establishments shortcut icon 

will load the Microsoft Access2000™ program and subsequently load the
Licensing of Establishments System from within the Access 2000™
environment. The Licensing of Establishment System main menu will open.
The licensing of establishments system contains the list of registered
establishments transacting pharmaceutical products in the country. These
establishments may be importers, agents, manufacturers, exporters,
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repacking companies, pharmacy outlets and donors. After an evaluation of
the activities of these establishments, and presuming that the establishment
passes the minimum standards set for registration of an establishment, a
regulatory authority issues a license to operate (LTO) certificate for that
establishment. The list of registered establishments is “shared” information
with the product registration (see below) and the drug import monitoring
(see below) systems.

Essentially, each product has a license holder or owner who is the
applicant of a product being registered in the product registration system.
If an applicant is not registered, then the product registration system cannot
accept the product application data that is being entered because the
applicant company is not already a registered company and therefore will
not be found in the system.

Shown below is the Licensing of Establishments System’s main menu
with the various activity choices.
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Menu Explanation 

1.  Enter New Applications Select this menu selection button to enter a new LTO application or to 
search and view existing establishments data records.  A single form is 
presented on the screen. Use the filtering technique to search or to set 
the conditions of the search. 

2.  View all (multiple) All LTO application records are shown in spreadsheet format. 

3.  View approved 
registrants 

Various submenu choices for approved registrants will be shown. 
Approved registrants are based on the condition that the LTO # field in the 
dataset is not empty or left blank, indicating that the establishment has an 
existing LTO # assigned. The list of approved registrants does not 
consider whether the LTO license has expired.  

4.  Print This selection button allows you to print the LTO certificate / license, a 
generic letter or a copy of an LTO sample application form. 

5. Update catalogue Files This menu selection button will be used for maintaining the data in 
catalogue files. Additions and/or corrections made on the catalogue files 
will immediately be reflected in the database records. The descriptions of 
catalogue files can be changed.  

6. Share Information Once new LTO applications are entered, the new data only resides in the 
Licensing of Establishments System database. The most recent record 
updates are only shared with the product registration system once this 
selection button is pressed. Sharing replaces the old licensing of 
establishments subset records that was last copied into the product 
registration system database. 

7. Exit This button closes all forms and exits the Licensing of Establishments 
System. 
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1. ENTERING A NEW APPLICATION

1. This form presents single documents of all the LTO applicants in the
Licensing of Establishments System. Press the navigation buttons to
the right ( ) or to the left  ( ) to move records forward or backward.
Press  to go to the first record on file (based on the sorted field) or

 to go to the last record.

2. To enter a new application, press “>*” on the bottom of the form. A
blank form is presented.

3. Using the application form, enter the data contained on the form, starting
with a unique LTO application number.

4. After data entry, close the form by clicking on the “x” button on the top
right of the open form.
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2.  VIEW ALL (MULTIPLE)

Clicking on the View all (multiple) button presents all the LTO applications
in spreadsheet format. The data of all product records are shown on your
screen in a spreadsheet format.

Each row represents one product on file and each column represents
the data for that field item (e.g. Application #, Brand Name, etc.).

Use the “Up-Down” arrow keys on the computer keyboard to move one
record up or down or use the “PgUp-PgDn” to move a set of records one
full screen up or down at a time.

Search the records based on the searching and filtering methodologies
(Under the “Searching / Filtering Records” topic).

To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.
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3. VIEW APPROVED REGISTRANTS

This submenu is a selection of all approved registrants regardless of
whether or not the LTO licenses are expired. The registration # field of all
approved registrants are assumed to contain a registration # which is tagged
by the system as having an existing license.

3.1 By Classification

Pressing the “By classification” button displays all approved applications
arranged by Classification type. (i.e. agents, donors, distributors, exporters,
importers, manufacturers, and pharmacies).

Use the filtering techniques discussed earlier to extract the desired
classification type.

3.2 By Country

Pressing this button displays all the applicants with APPROVED LTOs
arranged by their country of origin.
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Use the filtering technique to extract the applicants according to their country.

3.3 By District

Pressing this button displays all the applicants with APPROVED LTOs
arranged by the district.

Use the filtering technique to extract the Applicants according to district.

3.4 By LTO Expiration

Pressing this button displays all the applicants with APPROVED LTOs sorted
by the LTO expiration dates.

Again, use the filtering techniques to extract the desired applicants by their
expiration dates.

3.5 By Position of Contact

Pressing this button displays all the applicants with APPROVED LTOs sorted
by the position of the contact person in the company.

Again, use the filtering techniques to extract the desired applicants by their
positions in the company.
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3.6 By status

Pressing this button displays all the applicants with APPROVED LTOs sorted
by the status or activity tagged to the application.

Use the filtering techniques to extract the desired applicants according to
the status or activity of the application.

3.7 More Queries ……

3.7.1 By Type of Company

You can have another category for which to classify the establishments.
An example of this is the classification of the pharmacy outlets based
on what type of pharmaceutical products they can carry or the dispensing
category they are allowed. The same may be true for the other
establishments you issue a license for.
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3.7.2 Multiple Criteria

This menu selection presents all the approved registrants in spreadsheet
format. From the list presented, use the sorting and filtering technique
in order to extract the desired records according to a set of conditions.

3.7.3 Expired LTOs as of Today

This selection lists all APPROVED licenses that are expired as of the
computer’s system date. Make sure that the computer’s clock is set on
the correct day or the result of this query may be erroneous.

3.7.4 Return to previous menu

This selection takes you back to the previous menu selection.
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4. PRINT

The printing submenu opens a set of printing selections. Below is the
list of printing options:

4.1 LTO Certificate

This selection allows you to prepare and automate printing of LTO
Certificates. Selecting this option opens the submenu below. Follow through
steps 1 and 2 to automate the printing of the certificates.

4.1.1 Step 1: Set appropriate status

Selecting this option opens the “Change Status” form as shown below.
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Position the cursor on the “Status” field on the form and double click
the left mouse button. All the field color changes to green, indicating
that data in the fields can be changed. Please see below:

Change the “status” field to “PRINT LTO*.”

Go to the next record and follow the same procedure above for the rest
of the applications for which you want to print an LTO Certificate. After
you have changed the status field of all the records you want to print
certificates for, close the “change status form.”  Proceed to Step 2.

4.1.2 Step 2: Print LTO

Making this selection will open a submenu. The submenu allows you to
choose the certificate type you wish to print. For example, you want to
print an agent’s LTO certificate,: two conditions must be met: a) the
agent’s STATUS field must first be set to “PRINT LTO*”; b) the
establishment’s classification must be that of an agent. Unless these
two conditions are met, the LTO certificate for that agent will not be
printed.  The same is true for the rest of the other establishments such
as an importer or manufacturer.
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4.1.3 Print [Agents/Exporters/Importers/Manufacturers/Pharmacies] LTO

This selection will start the merging of the licensing of establishments
data for the desired establishments for which you wish to print an LTO
certificate. The data is merged into a template document. The certificates
are now ready for printing in MSWord™.

4.1.4 Return to Previous menu

This selection takes you back to the previous menu selection.

4.2 Generic Letter

This selection allows you to prepare and automate printing of a Generic
Letter you can later send to establishments that are listed in the Licensing
of Establishments database. Selecting this option opens the submenu below.
Follow steps 1 and 2 to automate the printing of the generic letter.

4.2.1 Step 1: Set appropriate status

Selecting this option opens the “Change Status” form as shown below.
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Position the cursor on the “Status” field on the form and double click
the left mouse button. All the field color changes to green, indicating
that data in the fields can be changed. Please see below:

Change the “status” field to “Write letter*.”

Go to the next record and follow the same procedure above for the rest
of the applications for which you want to print an LTO Certificate. After
you have changed the status field of all the records you want to print
certificates for, close the “change status form.”  Proceed to Step 2 below.

4.2.2 Step 2: Print letter

The submenu will start the merging process in order to start printing the
generic letter. Take note that the STATUS field must first be set to
“WRITE LETTER*”

4.2.3 Return to Previous Menu

This selection takes you back to the previous menu selection.

4.3 LTO application form

This option will print an LTO application form.

4.4 Return to Previous Menu

This selection takes you back to the previous menu selection.
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5. UPDATE CATALOGUE FILES

This option will open the CATALOGUE file tables. There are six
CATALOGUE tables in the licensing of establishments system: 1) Activity;
2) Classification; 3) Country; 4) Education; 5) Position; and 6) Type of
Company.

To enter a new catalogue item, select the catalogue file tab. In the
example above, the activity catalogue file is displayed. To enter a new
item, click on the  icon below the form. Enter the new item in the blank
row. Close the form after entering the item or items by clicking the  icon
on the top right of the form.

6. SHARE INFORMATION

Sharing the information selection will copy a subset of the list of
establishments records into the product registration database. This
essentially overwrites the old licensing of establishments records that was
last shared with the product registration system with the most recent
recordset.

 Catalogue file tab 
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7. EXIT

This closes all windows and subsequently closes all databases and
then quits the application system.

PRODUCT REGISTRATION SYSTEM

To activate the product registration system, double click the  icon

on your windows desktop. The product registration system MAIN MENU is
presented as shown below.

To select an item (e.g. View all records), move the mouse pointer to the
selection you wish and then double click the left button. Each item in the
selection has an underlined letter. You can use this as a keyboard shortcut
to call up the underlying submenu. For example in View records, the letter
V is underlined so you can simply press V on the keyboard to activate the
selection.

The product registration system is an application system that keeps
track of drug product applications for drug registration. Basic information
such as registered products can be retrieved and various reports printed
as needed. Reports can be printed using MSWord™ or MSExcel™. Printing
of the product registration certificate is automated.
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THE PRODUCT REGISTRATION SYSTEM

1. RECEIVING

Choose this menu selection to do the following:

o To enter new PRODUCT APPLICATIONS into the drug registration system
database

o To print an acknowledgement receipt for the product applications

o To print a routing slip document to be attached to the dossier for product
applications

o To print routine reports on product applications received on a specified
time frame/s, arranged by applicant or marketing authorization holder, by
name of Manufacturer or by pharmaceutical dosage format of the products.
The general layout of the report can be designed by user preference with
the use of the MSWord™ or MSExcel™ office suite programs. It is assumed
that the user is familiar with either using the MSWord and/or MSExcel
applications.

1. At this stage, it is presumed that you have examined all the items on
the application form and that the entries have been completed.

2. On the “Product Registration System” MAIN MENU, double click on the
‘RECEIVING” button.



Drug registration and information system

4545454545

3. The “Receiving New Product Application” window opens.

4. To add a new application, click the “>*” button found on the bottom of
the receiving window or the same button that is found on the drug
registration system menu bar.

5. A blank form opens (the cursor is positioned on the Application number
field).

6. There are 6 items you will need to enter:

a. Application number;

b. Applicant name;

c. Name of manufacturer;

d. Brand name / trade name;

e. Dosage form; and

f. Date of application.

7. Enter a unique application number on the application number field.

8. From the product application form that was submitted, enter the required
data.

9. At the end of the data entry process, move the records forward or
backward by pressing “>” or “<” to save the data you just entered.

10. To print an acknowledgement receipt and routing slip document for
each of the applications you just entered, press the “Print
Acknowledgement” button.

11. A dialogue box opens.

12. On the “Enter begin #” field, enter the application # of the product
application where you want to begin the printing of the acknowledgement
receipt and/or routing slip.

13. Enter “OK”.

14. A second dialogue box appears.

15. On the “Enter end #” field, enter the application # from where you want
to end printing.
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16. After entering the “end #”, an MSWord™ word processing document
opens.

17. What you have in front of you is a MSWord™ template.

18. Click on the “merge” icon on the drug registration menu bar.

19. A “merge” dialogue box opens.

20. You have a choice of where to print your document (a printer or another
file).

21. After making your choice, click the “merge” button on the “Merge window ”
dialogue box.

Note: If you chose the MSWord™ document to be printed to another file instead of directly to
a printer, the documents are presented on your screen and are now ready for printing.

22. Print the document as you would normally print an MSWord™ document
(by pressing the selections File-Print on the MSWord™ program).

23. To close each window on your screen, click the “x” button found on the top
right portion of each open window.

2. VIEW ALL RECORDS

Choose this menu selection to do the following:

o To view product records in individualized forms (one record at a time)

o To view product records in a spreadsheet format (several records at a time)

o To search and find records using one several criteria

o To print record data based on the set criteria

o To print generic-type reports, based on set criteria, using MSWord™ or
MSExcel™
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2.1 View individual record

2.1.1 The first product record on file is shown on the screen - the order
will depend on the sorting order when the records were last saved.

2.1.2 The screen is divided in four distinct parts: product data; applicant
holder data; manufacturer data and product status (shown as
“Status”-button next to the Application # field).

Search the records based on the searching and filtering techniques
(under the “Searching / Filtering Records” topic)

2.2 View multiple records

1. All data of all product records are shown on your screen in a spreadsheet
format.

2. Each row represents one product on file and each column represents
the data for that field item (e.g. application #, brand name, etc.)
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3. Use the “Up-Down” arrow keys on the computer keyboard to move one
record up or down or use the “PgUp-PgDn” to move a set of records
one screen full up or down at a time.

4. Search the records based on the searching and filtering methodologies
(Under the “Searching / Filtering Records” topic)

5. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet

2.3 Return to Main Menu

1. Clicking the “Return to Main Menu” button brings you back to the previous
menu selection screen (The Drug Registration Main Menu).
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3. QUERY REGISTERED PRODUCTS

Choose this menu selection to do the following:

o To view all registered product records in a spreadsheet format (several
records at a time).

o To search and find records of only registered products on file using one or
multiple criteria.

o To print record data based on the set criteria.

o To print generic-type reports of registered products based on set criteria
using MSWord™ or MSExcel™.

NOTE: The system assumes all product applications have been approved when the
REGISTRATION # field of the record is not empty.

3.1 Products by Applicant

1. A dialogue box appears on the screen after clicking the “PRODUCTS
BY APPLICANT” button.

2. Enter the name of the applicant as it was spelled exactly when it was
entered in the database. If you are unsure of the spelling, make use of
the wild card “*” symbol to represent any letter or group of letters in the
dialogue box field.

3. Click the “OK” button to start the search process.
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4. The data of all APPROVED product records, in spreadsheet format,
based on the applicant field criteria you have earlier specified is shown
on the screen.

5. Each row represents one APPROVED product on file based on the
applicant field criteria earlier set. Each column represents the data for
that field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move one
record up or down or use the “PgUp-PgDn” to move a set of records
one screen full up or down at a time.

7. Search the records based on the searching and filtering methodologies
(Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.2 Products by Anatomical Therapeutic Chemical Classification Codes

1. A dialogue box appears on the screen after clicking the “PRODUCTS
BY ATC CODES” button.

2. Enter the exact ATC Code of the product. If unsure of the code, then
make use of the wild card “*” symbol to represent any letter or group of
letters in the dialogue box field.
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NOTE: A listing of ATC Codes is available in the CATALOGUE CODE REFERENCE
found on the MAIN MENU. The code listing can be sorted by ATC codes or by the drug
classification.

3. Click the “OK” button to start the search process.

4. The data of all APPROVED product records, in spreadsheet format,
based on the ATC criteria you have earlier specified is shown on the
screen.

5. Each row represents one APPROVED product on file based on the
ATC criteria earlier set and each column represents the data for that
field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move one
record up or down or use the “PgUp-PgDn” to move a set of records
one screen full up or down at a time.

7. Search the records based on the searching and filtering methodologies
(Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.
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3.3 Products by Brand Name

1. A dialogue box appears on the screen after clicking the “PRODUCTS
BY BRAND NAME” button.

2. Enter the exact BRAND NAME of the product. If unsure of the code,
make use of the wild card “*” symbol to represent any letter or group of
letters in the dialogue box field.

3. Click the “OK” button to start the search process.

4. The data of all APPROVED product records, in spreadsheet format,
based on the Brand Name criteria you have specified is shown on the
screen.

5. Each row represents one APPROVED product on file, based on the
BRAND NAME criteria set, and each column representing the data for
that field item (e.g. Application #, Brand Name, etc.).
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6. Use the “Up-Down” arrow keys on the computer keyboard to move one
record up or down or use the “PgUp-PgDn” to move a set of records
one screen full, up or down, at a time.

7. Search the records based on the searching and filtering methodologies
(Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.4 Products by Country

1. A dialogue box appears on the screen after clicking the “PRODUCTS
BY COUNTRY” button.

2. Enter the exact name of the country from where the product is
manufactured or imported from. If unsure of the exact spelling of the
country, make use of the wild card “*” symbol to represent any letter or
group of letters in the dialogue box field.

3. Click the “OK” button to start the search process.

4. The data of all APPROVED product records, in spreadsheet format,
based on the name of country criteria you have specified is shown on
the screen.
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5. Each row represents one approved product on file based on the name
of the country criteria set and each column represents the data for that
field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move one
record up or down or use the “PgUp-PgDn” to move a set of records
one screen full, up or down, at a time.

7. Search the records based on the searching and filtering methodologies
(Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.5 Products by Dosage Forms

1. A dialogue box appears on the screen after clicking the “PRODUCTS
BY DOSAGE FORMS” button.

2. Enter the exact name of the DOSAGE FORM of the product. If unsure
of the exact spelling of the dosage form, make use of the wild card “*”
symbol to represent any letter or group of letters in the dialogue box
field.

3. Click the “OK” button to start the search process.

4. The data of all approved product records, in spreadsheet format, based
on the dosage form criteria you have specified is shown on the screen.
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5. Each row represents one approved product on file based on the dosage
form criteria set, and each column represents the data for that field
item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move one
record up or down or use the “PgUp-PgDn” to move a set of records
one screen full up or down at a time.

7. Search the records based on the searching and filtering methodologies
(Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.6 Products by Manufacturer

1. A dialogue box appears on the screen after clicking the “PRODUCTS
BY MANUFACTURER” button.

2. Enter the exact name of the manufacturer of the products. If unsure of
the exact spelling of the country, make use of the wild card “*” symbol
to represent any letter or group of letters in the dialogue box field.

3. Click the “OK” button to start the search process.

4. The data of all approved product records, in spreadsheet format, based
on the Name of Manufacturer criteria you have specified is shown on
the screen.
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5. Each row represents one approved product on file based on the name
of the manufacturer criteria set and each column represents the data
for that field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move one
record up or down or use the “PgUp-PgDn” to move a set of records
one screen full up or down at a time;

7. Search the records based on the searching and filtering methodologies
(Under the “Searching / Filtering Records” topic)

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.7   More Queries

1. Clicking the “….. more Queries” button activates another set of Query
buttons.

2. The …more Queries menu appears on the screen.

3.7.1 Products by Application # (Routing Slip)

1. A dialogue box appears on the screen after clicking the “PRODUCTS
BY APPLICATION # (Routing Slip)” button.

2. Enter two sets of numbers: a beginning number, the application
number of the first in the range of records you wish to retrieve; and
an end number, the last in the range of records you want to retrieve.



Drug registration and information system

5757575757

For example, if you wish to retrieve application numbers 1 through
100, the beginning number is 1 and the end number is 100. Enter
the appropriate numbers.

3. Click the “OK” button to start the search process.

4. The data of all approved product records, in spreadsheet format
based on the application number ranged criteria you have specified
is shown on the screen.

5. Each row represents one approved product on file based application
number range criteria set, and each column represents the data for
that field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” to move a set of
records one screen full up or down at a time.

7. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.
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3.7.2 Products by Expiration Dates

1. A dialogue box appears on the screen after clicking the “PRODUCTS
BY EXPIRATION DATES” button.

2. You are expected to enter two dates – the beginning and ending
dates that enclose the group or groups of approved product records
based on the expiration date field.

(NOTE: Date format is of the form: dd/mm/yyyy)

3. Click the “OK” button to start the search process.
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4. The data of all approved product records, in spreadsheet format,
based on the expiration dates criteria you have specified is shown
on the screen;

5. Each row represents one approved product on file based on the
name of the expiration date criteria set and each column represents
the data for that field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” to move a set of
records one screen full up or down at a time.

7. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.7.2.1 Products Expiring as of Today

1. Activating the “Products Expiring as of Today” button displays, in
spreadsheet format, the list of all approved application records in
the database whose current registration certificates have expired
as of the current date.



Drug registration and information system

6060606060

2. Each row represents one approved product on file and each column
represents the data for that field item (e.g. Application #, Brand
Name, etc.).

3. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” to move a set of
records one screen full up or down at a time.

4. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic).

5. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.7.2.2 Return to Previous Menu

1. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

2. Clicking the “Return to Main Menu” button brings you back to the
previous menu selection screen (… more Queries sub Menu)

3.7.3 Products In the essential drugs list

1. Activating the “Products In the EDL” button displays, in spreadsheet
format, the list of all approved application records in the database
that are listed as essential drugs in the country.

2. Each row represents one approved product on file in the essential
drugs list and each column represents the data for that field item
(e.g. Application #, Brand Name, etc.).

3. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” to move a set of
records one screen full up or down at a time.

4. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic).
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5. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.7.4 Products by Ingredients

1. A dialogue box appears on the screen after clicking the “Products
By Ingredients” button.

2. Enter a known ingredient of a product. If unsure of the exact spelling
of the ingredient, make use of the wild card “*” symbol to represent
any letter or group of letters in the dialogue box field.

3. Click the “OK” button to start the search process.

4. The data of all approved product records, in spreadsheet format,
based on the name of ingredient specified is shown on the screen.

5. Each row represents one approved product on file based on the
name of the manufacturer criteria set and each column represents
the data for that field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” to move a set of
records one screen full up or down at a time.

7. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic)
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8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.7.5 Products by Pharmacologic Classification

1. A dialogue box appears on the screen after clicking the “Products
By Pharmacological Classification” button.

2. Enter a pharmacological classification description. If unsure of the
exact spelling of the pharmacology classification, make use of the
wild card “*” symbol to represent any letter or group of letters in the
dialogue box field.

3. Click the “OK” button to start the search process.

4. The data of all approved product records, in spreadsheet format,
based on the specified pharmacological classification is shown on
the screen.

5. Each row represents one approved product on file based on the
pharmacological classification criteria set and each column
represents the data for that field item (e.g. Application #, Brand
Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” to move a set of
records one screen full up or down at a time.

7. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic)

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.
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3.7.6  Products by Registration Dates

3.7.6.1 Current Registration License

1. A dialogue box appears on the screen after clicking the “Current
Registration License” button.

2. You are expected to enter two dates – a beginning and an end
dates that encloses the group or groups of approved product records
based on the current registration license date field.

(NOTE: Date format is of the form: dd/mm/yyyy)

3. Click the “OK” button to start the search process.

4. The data of all approved product records, in spreadsheet format,
based on the current registration date criteria you have specified is
shown on the screen.
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5. Each row represents one approved product on file based on the
current registration date criteria set and each column represents
the data for that field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” to move a set of
records one screen full up or down at a time.

7. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.7.6.2 Historical (Range)

1. A dialogue box appears on the screen after clicking the “Historical
(Range)” button.

2. You are expected to enter two dates – a beginning and an end date
that enclose the group or groups of registered products based on
the historical data field. For example, if you want to list all registered
products during the year 1998 one will enter 01/01/1998 as the
beginning date and 31/12/1998 as the end date value.

(NOTE: Date format is of the form: dd/mm/yyyy)

3. Click the “OK” button to start the search process.

4. The data of all approved product records, in spreadsheet format,
based on the historical date criteria of the product you have specified
is shown on the screen.

5. Each row represents one approved product on file based on the
historical date of the product criteria set and each column
representing the data for that field item (e.g. Application #, Brand
Name, etc.)

6. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” keys to move a set
of records one screen full up or down at a time.
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7. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.7.6.3 Return to Previous Menu

1. Clicking the “Return to Main Menu” button brings you back to the
previous menu selection screen.

3.7.7 Products by Status

1. A dialogue box appears on the screen after clicking the “Products
By Status” button.

2. Enter a status code of a product. If unsure of the status codes,
make use of the wild card “*” symbol to represent any letter or
group of letters in the dialogue box field.

3. Click the “OK” button to start the search process.

4. The data of all APPROVED product records, in spreadsheet format,
based on the status specified is shown on the screen.
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5. Each row represents one approved product on file based on the
product status criteria set and each column represents the data for
that  field item (e.g. Application #, Brand Name, etc.).

6. Use the “Up-Down” arrow keys on the computer keyboard to move
one record up or down or use the “PgUp-PgDn” to move a set of
records one screen full up or down at a time.

7. Search the records based on the searching and filtering
methodologies (Under the “Searching / Filtering Records” topic).

8. To close the spreadsheet window on your screen, click the “x” button
found on the top right portion of the spreadsheet.

3.7.8 Return to Previous Menu

1. Clicking the “Return to Main Menu” button brings you back to the
previous menu selection screen.

3.8 Return to Main Menu

1. Clicking the “Return to Main Menu” button brings you back to the Drug
Registration Main Menu.

4.  PREPARE TO PRINT FORM1
This menu selection allows you to print the Application Form (two pages),

Routing Slip (one page) and the Checklist of Requirements (one page).
The forms will again be displayed in MSWord™ and can be printed from
the MSWord™ program. 
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5. PREPARE DRUG REGISTRATION CERTIFICATE

This submenu is an office automation aid to print the Drug Registration
Certificate. This will make printing of the certificates more efficient and less
time consuming. Typographical mistakes will also be limited to the errors
entered in the forms. This selection will be performed in two steps. Follow
the steps in the order they are presented below.

5.1 Step 1. Set appropriate “Status?” number

This first step in the preparation of the Drug Registration Certificate is to
check the status of the product record. Setting the status to “Print certificate”
enables you to print the registration certificate for the product. After selecting
this button, the “Change Status Form” is presented. Position the cursor on
the Application No. field and press the “binoculars” icon to bring up the
status of the product.  The “Brand Name” and “Dosage Form” of the product
is displayed together with the application number for you to confirm that
the product you are referring to is indeed the one you want. 
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Set the mouse on the “Applied” field and double-click the field. The fields in
the form should turn green. This allows you to change data in any of the
green-colored fields. Go further down and pull down the selection button
on the “Activity” field. A list of all the available “status/activities” is listed.

You can also change a group of records of the same current status to
another status by clicking on the  icon on the form. A window asking
you to enter a status code is shown.  Look up the status codes on the quick
reference guide on the product registration main menu.

5.2 Step 2. Print Certificate

The second step in the printing of the certificates will open the MSWord™
program and then load the Drug Registration Certificate template. This
step will open a file containing all the products whose “Activity/Status” is or
has been changed to “Print Certificate.” This will load the data of the products
into the template. You are then ready to start merging the data with the
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drug registration certificate template. Click the “merge icon” on the menu
and a window asking you to start the merge will appear. Press “merge” on
the MSWord™ menu bar and the merge process will start. The different
Drug Registration Certificates will be shown on your computer screen. You
can now proceed by printing the Drug Registration Certificates as you would
any other MSWord™ document. The number of copies you wish to print
can be set on the File-Print menu of the MSWord™ program. Press the
“printer” button to start the printing of the certificates. Once done, press the
“X” in the upper right corner of the window or exit Microsoft Word without
saving the documents.

5.3  Return to Main Menu

Selecting this button brings you back to the product registration system
main menu.

6. UPDATE DATABASES

This section updates the data in the product registration system.

6.1 Update CATALOGUE files

There are eight catalogue files used in the product registration system.
Each table contains the needed data used in the database. The catalogue
files ensure uniformity when entering data into the system. Without these
catalogue tables, variable data entry can be expected, and which can lead
to inaccuracies when retrieving data.
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For example, without the catalogue tables, the dosage form tablets can be
entered in various different ways e.g. tab, tabs, tablet, tablets, tab., tabs.

1. Selecting the “Update Catalogue Files” button brings up the Update
catalogue file form. The first tabbed catalogue, “applicants,” is shown.
The applicants catalogue file cannot be updated from the Product
Registration System.

Because the list of applicants is “shared” information from the Licensing
of Establishments System, the product registration system cannot
update this catalogue file. It can only be updated from the Licensing of
Establishments System.

There are seven catalogue tables: ATC classification; Countries; Dosage
Forms; Manufacturers; Packaging; Pharmacologic classification; and
Status/Activity. The tabbed catalogues are arranged alphabetically.

2. Position the mouse pointer on the flap of the tab and the catalogue
table of your choice is ready for data entry. You will need to add an item
when the item that you are entering in Form 1 will not be accepted by
the system because it is not known to the system i.e. it is not in the
catalogue tables.
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3. Use the add button  to add new catalogue data. Use the “Pgup-
Pgdn” keys to scroll down the list.

4. After updating close the form by clicking on the “x” icon on the top right
of the form.

6.2 Enter DATA for new application (Form 1)

1. Before entering the data for a new application, check that the entries
needed by the new application are in the catalogue files. After updating
the catalogue tables.

2. You can now start data entry. Always enter a unique number for a new
application. Applications have been entered sequentially starting with
00001, 00002, ……05000….

3. The form is divided into four parts. This is similar to the form that was
submitted by the applicant. Parts one and two are the applicant and
manufacturer information respectively. Part three is the product
information while Part four is the importation / status information. Most
of the fields require that data should be entered or else the record will
not be accepted by the database.
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6.3 Update “Status” of applications

1. This will be the submenu selection you will use when you want to print
a certificate, send the application for the Drug Control Committee, and
send samples to laboratory.

2. When you want to group a batch of applications such as sending a
group for the Drug Control Committee deliberation, you simply change
the status of the group of applicants to a particular activity or status. As
soon as you have done that, you are ready to print a report.

3. The same selection is used after evaluation is performed. When the
application is referred to the Drug Registration Committee for
deliberation, the application gets a new status by changing the status
using this form. After the Drug Registration Committee deliberations, a
new status is again assigned. When final action status is reached, the
application has a final status that is either approved, rejected or
abeyance, depending on the outcome of the deliberations by the Drug
Registration Committee.

4. Once the application is approved, a registration number, date of
registration and expiration date are assigned to the application using
this same form.

5. The date of expiration was intentionally not pre-computed to provide
for flexibility as to the number of years a product certificate will be given
an expiration date.
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6. Navigation tools are provided in the status form. A “status reference” is
built into the form so that when you have forgotten a status code, you
simply click on the status reference button from there. Also in the form
is a button that will display the records of a particular status. This will
allow the user to know the status of records.

6.4 Add “Sample” information for Laboratory

In regulatory agencies with laboratory facilities, you wish to track down
the list of samples that have been sent to the laboratory for testing.  This
menu selection will give you the information of the samples that have so
far been sent to the laboratory with the corresponding quantity and expiration
dates.  Follow the instructions below to enter a sample to be sent for testing.

1. Enter the application number corresponding to the application number
or routing slip of the samples. Use the  to enter a sample sent to
laboratory.

2. Position the cursor on the application number field. A list of applications
numbers will scroll down.

3. Enter the number of samples that will be sent and the expiration date
of the samples. Exit by clicking on the exit (door) button.

4. You can view the report containing the products for analysis that will be
sent to the laboratory by going to the print reports submenu under the
submenu “List of Samples for Analysis.” The list of products in the report
was positioned in the middle of the document. This was intentionally
done so that a pre-printed document with the DRA header can be used.
The format of the document can also be changed using MSWord™ to
suit user preference.
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6.5 Sample Inventory

This menu selection will give you an inventory of all samples and enables
you to track down their expiration dates.

To enter data of a sample you wish to add in the inventory, press the
 button and a blank “Add samples form” screen is presented. Go to the

application# field and press the  button and the list of all the routing slip
numbers is shown. Enter the routing slip number of the sample you wish to
enter in the inventory list. Enter the quantity and the expiration date of the
sample. Save the sample by moving the record forward or backward by
pressing any of the  buttons at the bottom of the
form.

6.6 Modify Registration History

This selecting this button allows you to modify the registration history
of products already in the registry. This option is provided in order to update
the registration status of products that have been entered.
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1. On the application # field, enter the application number of the product.

2. Enter the registration number, the registration date and expiration date
of the product.

3. Press “exit” when finished.

6.7 Edit Records

This option allows you to edit the data of products in already in the registry.

6.7.1 Individual record

The form below is the complete data of one product in the registry. To
edit the product information, enter the details on the fields. Use the
searching techniques described in this manual in order to retrieve a
product of interest.
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6.7.2 Spreadsheet-type

Making this choice opens a list of products in the registry in spreadsheet
format. Use the searching methods described in this manual to go to a
particular product of interest.

1. This menu selection uses the familiar interface of Microsoft Excel.
When correcting a batch of records in this format, the Excel program
is appealing.

2. On this screen, data can be edited or updated and records can
even be deleted. This screen is provided to facilitate data entry and
searching.

6.7.3 Return to Main Menu

Select this to return to the main menu.

7. Exit

This closes the database and exits the Product registration subsystem.
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DRUG IMPORT MONITORING SUBSYSTEM

MAIN MENU

The Drug Import Monitoring Subsystem tracks down the importations
of drugs based on the invoice documents submitted by importers. Importers
who are not registered as duly registered establishments with the Licensing
of Establishments System cannot transact an importation. Likewise, only
products that are registered and listed in the Product Registration System
can be entered.

The main menu window has several selections for entering new invoices,
viewing and printing management reports and updating the Import
Monitoring System catalogue files. On the left side of the Main Menu are
the quick reference catalogue file buttons.

1. Enter new invoice

1. Activating this selection will open the invoice data entry form.  The form
is organized into two parts. At the top portion is invoice information and
at the lower portion are the transaction details. The transaction details
outline the information about the drug being imported.
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2. The subsystem checks two very important data: the applicant and the
product. The applicant (also importer) should be a registered importer
listed in the Licensing of Establishments Subsystem. Similarly, the
product being imported should be a registered product and should be
listed in the Product Registration System. If neither one is registered,
then the importation should not be allowed.

3. A button that opens the list of prohibited drugs is provided on the same
form as a guide for the type of goods (i.e. whether the product being
imported is classed as a narcotic, psychotropic or precursor chemical)
being imported.

4. Applicants and products must both be registered entities with the
regulatory authority before importation is authorized and subsequently
monitored in this subsystem.
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2. View Records Menu

There are several options to view the contents in this database. Shown
below are the available choices for viewing.

2.1 By importer

This option provides the list of importations made by importers (also
called the applicant or product license holder). The list is
alphabetically arranged according to the name of applicant or
company. The second column (see below) shows the number
products, weight in kilograms and the total importations made.

2.2 By classification

Choosing this option lists the products imported according to the
classification of the product. Examples of importation classification
include: commercial use; clinic use only; donated product; and
hospital use only.  The second column shows the number of products
in the classification category and the weight and the total value of
the product in the classification. Position the mouse in any portion
on the form and the details of the importations will be shown. Close

the windows one by one by clicking the    “close button” on the
top menu.
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2.3 By country

Using this option opens a window that shows all the importations by
country and the number of products imported by the country. The
weight in kilograms and the total value are also reflected. Double
click on any part of the form and the details will be shown.

2.4 By date of importation

Viewing the importations by date is the most useful as far as drug
importation monitoring is concerned. Most queries on drug
importations are date-related so this will be the most widely used
feature in the drug import monitoring. There will be varied queries
from the drug regulatory staff.The data presented in the tables will
have to be manipulated using MSExel in order to answer the more
complex queries. The dataset in this viewing option can be exported
using the  (MSExel) button provided on the top of the menu bar.
Once exported, the data can be summarized or manipulated using
various MSExel techniques.

Clicking on any part of the form will display the importation details
by date. Again, exporting the data to MSExel provides a way to
analyze the data. Staff training should be provided for maximum
benefit.
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2.5 By inspector

Activating this option will show all importations by inspector. The list
of drug inspectors in the regulatory authority should be entered in
the catalogue file under the inspector heading. Once the inspectors’
names are in the catalogue file, then entering the inspectors and
the products they have inspected is just a click of a button away.

2.6 By invoice number

Viewing importations by invoice number provides a way to look at
the summary of product importations by invoice number. The invoices
are the source document from where all the data in the drug import
monitoring system are taken. The valuation summary is provided.
Double click on any part of the form and the importation details per
invoice will be shown.
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2.7 More views …

Activating this option gives you more ways to view the drug import
monitoring database.

2.7.1 By manufacturer

This option shows all the product importations by manufacturer.
The details of products imported by manufacturer are also provided
by double clicking on any part of the form.
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2.7.2 By port of entry

Selecting this option will show all drug importations from where they
entered the country or their port of entry. Click on any part of the
form and the details of all the products in each of the port of entry
are shown.

2.7.3 By product name

Selecting this option lists the importations by product name. The
trade name is used as the name of product. Click on any part of the
form and the details of each product are listed.

2.7.4 By product registration status
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2.7.5 By type of goods

Selecting this viewing option shows the summary of drug
importations by type of goods. The different types of goods will
have to be determined by the drug regulatory authority. These are
first entered in the catalogue file. Once in the catalogue file, each
product being imported into the country can be classified when a
request is made. Click on any part of the form and the details of
each type of good are shown.

2.7.6 Return to previous menu

This selection will bring you back to the previous menu.

2.8 Return to Main Menu

Choosing this option brings you back to the Drug Import Monitoring
Subsystem Main Menu.

3. Update CATALOGUE FILES

The catalogue files are an important part of each subsystem in the Drug
Registration and Information System.
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4. Exit

This option will close the Drug Import Monitoring Subsystem and bring you
back to the Windows desktop.




